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Dear Sir or Madam: 
 

The Institute of Shortening and Edible Oils (ISEO) appreciates the opportunity to 
comment regarding the Food and Drug Administration's (FDA) Advance Notice of Proposed 
Rulemaking (ANPR) on trans fatty acids in nutrition labeling during the reopening of the 
comment period.  69 Fed. Reg. 9559  (Mar.  1, 2004). 
 

ISEO is a trade association representing the interests of the refiners of edible fats and oils 
in the United States.  Its 18 members represent about 90-95% of the edible oils and fats 
processed domestically (20 billion pounds).  These fats and oils are used in baking and frying 
fats (shortening), salad and cooking oils, margarines and spreads, confections and as 
ingredients in a wide variety of other foods. 
 

ISEO previously submitted comments dated October 9, 2003 on this ANPR (a copy of 
which is attached), and we reaffirm all of the points made in those comments.    
 

ISEO believes it is premature to establish a Daily Value for trans fat, and that a Daily 
Value should not be set arbitrarily.  The quantitative declaration of trans fat, already required by 
FDA, in combination with nutrient content claims about trans fat, will achieve FDA’s purposes of 
encouraging industry to reduce or eliminate trans fat in food products and encouraging 
consumers to reduce their trans fat intake. 
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Establishment of a Daily Value (DV) for Trans Fat 
 
1. There is insufficient information at this time to establish a Daily Value for trans fat.  
 
 ISEO understands the FDA’s desire to communicate to consumers the significance of the 
amount of each nutrient declared in the Nutrition Facts panel in the context of a total daily diet.  A 
Percent Daily Value (%DV) declaration is an effective way to do this, provided FDA has sufficient 
information to establish a Daily Value for that nutrient.  In the case of trans fat, we do not believe 
there is sufficient information to set a Daily Value.    Because the Institute of Medicine of the 
National Academy of Sciences (IOM/NAS) was unable to establish Dietary Reference Intakes 
(DRIs) for trans fat, FDA earlier concluded that it lacked “a scientific basis or recommendation by 
an authoritative body” needed to set a Daily Value for trans fat.  68 Fed. Reg. 41434, 41457 (July 
11, 2003).  Now, however, FDA is considering establishing a Daily Value for trans fat based on 
“food composition data, menu modeling, and data from dietary surveys to estimate minimum 
intakes [of trans fat] consistent with nutritionally adequate and health-promoting diets for diverse 
populations.”  69 Fed. Reg. at 9559. 
 

ISEO believes that this would be an extremely difficult and highly questionable way to 
establish a Daily Value.  To begin with, the data on which the entire exercise would be based, 
reliable and up-to-date food composition databases showing the trans fat content of the current 
U.S. food supply, is not available.  Most of the trans fat in the American diet comes from 
processed foods, and trans fat is present in a wide variety of processed foods.  An enormous 
effort is being made to reformulate processed foods to reduce or eliminate trans fat.  Due to the 
rapid pace of food reformulation taking place in the food industry today, food composition 
databases merely 4 or 5 years old are already out of date.  FDA’s website, for example, includes 
a food composition database that is already outdated with respect to trans fat.  Listed trans fat 
values for household shortening, salad dressing, and margarine and spread products are no 
longer reflective of the current marketplace and generally overstate the amount of trans fat in 
these products.   The other data sources on which the Daily Value would be based are also 
unreliable.  Dietary surveys, such as food frequency and quantity questionnaires, have been 
shown to be relatively inaccurate due to both under- and over-reporting by participants.   
 

ISEO does not believe there is anything approaching consensus among leading public 
health and scientific bodies regarding healthy intake levels for trans fat.  In the past, FDA has 
based Daily Values for macronutrients (e.g., total fat, saturated fat) on recommendations 
contained in several reports by authoritative bodies that together reflected a widespread 
consensus about healthy intake levels for the nutrient in question.  For example, in setting the 
Daily Value for total fat at 65 grams (g), FDA relied on “major available consensus documents” 
all of which recommended that total fat intake be no more than 30 percent of calories.  58 Fed. 
Reg. 2206, 2218 (Jan. 6, 1993).  These consensus documents were reports such as the Dietary 
Guidelines for Americans, the Recommended Dietary Allowances issued by the IOM/NAS, and 
reports by the National Institutes of Health.  For trans fat, there are no such authoritative 
recommendations, only a suggestion by the IOM/NAS that FDA should set a Daily Value. 
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In deciding not to set a Daily Value for trans fat last year, FDA stated: 
 

The agency agrees with the majority of the comments that the scientific 
evidence is not sufficient to support the establishment of a DRV for trans fat at 
this time…. FDA emphasizes that existing DRVs are based on quantitative 
dietary intake recommendations developed from extensive scientific evidence 
that establishes values that will promote public health…. DRVs have not been 
based on international recommendations, which may not be germane in the 
United States, or on average dietary intake levels, which may not represent 
healthy dietary consumption patterns.                          68 Fed. Reg. at 41456. 

We question whether there is even real consensus that trans fat, at low levels of intake, 
raises LDL-cholesterol levels.  While the IOM/NAS concluded there is a positive linear 
relationship between trans fat intake and LDL cholesterol levels,1 this conclusion was based on 
very little data and remains controversial. There have been very few well-controlled studies of 
the effects of trans fat intake at levels typical of the average American diet, 2 to 3 percent of 
energy.2  The IOM/NAS panel’s conclusion that there is a “positive linear trend” between trans fat 
intake and serum LDL cholesterol levels appears to have been based on a single chart.3  This 
chart was originally published in correspondence, not in a peer-reviewed article.  The chart plots 
changes in the ratio of HDL:LDL cholesterol levels as trans fat intake increases, using a linear 
regression model.  However, the chart incorporates data points from studies that did not find 
statistically significant results.  If the chart were to be redrawn using only data points of 
significance, then, rather than showing a positive linear trend, it would be consistent with the 
conclusion that trans fat intake at levels below 4 percent of energy has no significant effect on 
LDL concentrations. 
 

For all of these reasons, ISEO believes it is premature to establish a DV for trans fat at 
this time.   
 
 
2. Declaration of the amount of trans fat per serving in Nutrition Facts provides adequate 
information. 

                                            
1 IOM/NAS, Letter Report on Dietary Reference Intakes for Trans Fatty Acids (July 10, 2002), p. 6, drawn from 
Dietary Reference Intakes for Energy, Carbohydrate, Fiber, Fat, Fatty Acids, Cholesterol, Protein, and Amino Acids. 
 
2 FDA estimates that the average trans fat intake in the United States is about 2.6 percent of energy, whereas 
average intake of saturated fat is approximately 4 to 5 times that amount.  FDA, Questions and Answers about 
Trans Fat Nutrition Labeling (updated March 3, 2004). 
 
3 Ascherio et al., Trans fatty acids and coronary heart disease, N. Engl. J. Med., 340:1994-1998, 1999 (letter).  

 
While a %DV declaration for trans fat may be desirable, we do not believe it is essential.  

The quantitative declaration of trans fat, which will be required for all packaged foods beginning 
January 1, 2006 and which many food products already provide, is more important than the %DV 
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and is adequate for FDA’s purposes (i.e., encouraging consumers to reduce trans fat intake and 
manufacturers to reduce or eliminate trans fat in their products).  ISEO believes that, once the 
requirement to declare the amount of trans fat in Nutrition Facts has had sufficient time to have 
an effect, the entire issue of a %DV declaration may seem moot or at least have lost its urgency.  
As noted above, food manufacturers, and the fat and oil industry in particular, are working 
aggressively to develop trans fat alternatives that will provide consumers with foods that have 
the same acceptable functionality and stability as their conventional counterparts.  ISEO believes 
industry should be given a chance to make these changes before a Daily Value for trans fat 
based on inadequate data is hurriedly mandated.   
 
 
3. Major changes to the food label should be timed to coincide, not adopted piecemeal. 
 
 Another reason for not rushing to adopt a Daily Value for trans fat is that doing so would 
present the food industry with the burden of having to re-label the entire U.S. food supply every 
two years for the foreseeable future.     
 
 FDA’s final rule mandating declaration of trans fat in Nutrition Facts, which will go into 
effect on January 1, 2006, will affect every packaged food sold in the United States.  If FDA were 
to establish a Daily Value for trans fat (either alone or in combination with saturated fat) and to 
mandate a %DV declaration for trans fat (either alone or in combination with saturated fat), this 
too would require food manufacturers to change the label of every packaged food sold in the 
U.S.4   Other major labeling changes, unrelated to trans fat, are also being considered.  These 
include: updating Daily Values and %DV declarations for other nutrients to reflect the new 
IOM/NAS DRIs, requiring a new declaration of calories per package (in addition to the current 
declaration of calories per serving), enlarging the declaration of calories to give it greater 
emphasis, and updating FDA’s reference amounts customarily consumed to reflect the most 
recent consumption data.5  Each of these contemplated changes has the potential to require re-
labeling of all, or large segments, of the U.S. food supply. 

                                            
4 Presumably, a final rule mandating a %DV declaration for trans fat would be issued after December 31, 2004 and, 
therefore, would be subject to FDA’s next uniform compliance date of January 1, 2008.  

 
5 Changes to reference amounts would change the serving sizes used for many foods, thereby changing the 
amounts of nutrients declared in Nutrition Facts. 

 
 It is imperative that such major food labeling changes not be adopted piecemeal.  Such a 
piecemeal approach to major label changes is extremely costly to food manufacturers and 
confusing to consumers.  If these major label changes are not coordinated but are spread out 
over several years, the cost burden on industry and the educational burden on consumers would 
be considerable.  Given the large number of major label changes currently under consideration, 
we urge FDA to first decide which major changes it will mandate and then mandate them at one 
time rather than taking a piecemeal approach.     
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Footnotes and Other Label Statements About Trans Fat 
 
 ISEO strongly objects to the use of a footnote or other label statement advising 
consumers to reduce intake of trans fat, either alone or in combination with saturated fat and 
cholesterol.  Footnotes that focus on one or more nutrients in a negative way are likely to be 
perceived by the consumer as warnings.  Consumer research has shown that consumers tend to 
focus on the subject of the footnote while overlooking other pertinent information on the food 
label, thus causing consumers to make inappropriate food choices.  FDA has in the past rejected 
suggestions to require warning or disclosure statements about particular nutrients, unless a food 
makes a nutrient content claim and thereby encourages consumers to emphasize that food in 
their diet.  (See ISEO’s comments dated October 9, 2003 for a broader discussion of this point.) 
 
 The footnote being contemplated by FDA has many other drawbacks.  It would clutter an 
already crowded Nutrition Facts panel.  It would not really help consumers understand the 
significance of the amount of trans fat in the labeled food; it would advise consumers to keep 
their intake of trans fat low but would not explain what “low” means.    
 
 The declaration of %DV is the preferred method for informing consumers about the 
significance of the amount of a nutrient in the context of a total daily diet.   
 
Nutrient Content Claims Involving Trans Fat 
 
 ISEO supports the authorization of nutrient content claims about trans fat, since they will 
provide incentives to industry to reduce trans fats in the diet through technological advances and 
subsequent food product reformulation.   
 
 In its comments to FDA dated October 9, 2003, ISEO proposed definitions for new 
nutrient content claims “trans fat free” and “reduced trans fat” and proposed changes in the 
definitions of certain existing nutrient content claims.  ISEO reiterates those comments.   
 
Summary 
 
 ISEO believes the IOM/NAS recommendation that FDA establish a Daily Value for trans 
fat in the future is reasonable.  However, ISEO believes it is premature to establish a Daily Value 
for trans fat, individually or in combination with saturated fat, because there is no consensus 
recommendation on trans fat intake from the leading public health and scientific bodies, nor is 
there adequate data on which to base a Daily Value.  There is no need to rush the creation of a 
Daily Value for trans fat.   
 

ISEO strongly opposes a footnote or other label statement advising consumers to limit 
their intake of trans fat, saturated fat, and/or cholesterol.  Instead, we support the authorization of 
the nutrient content claims regarding trans fat, which we believe will provide important incentives 
for industry to create functional alternatives to trans fats and reformulate their products to reduce 
or eliminate trans fats.   
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ISEO appreciates FDA's consideration of these comments and welcomes any requests for 

further information. 
  
       Respectfully submitted, 
 
         
 
 

Robert M. Reeves, President 

 




























